R156. Commerce, Cccupational and Professional Licensing.
R156-37. Utah Controll ed Substances Act Rul es.
R156-37-101. Title.
These rules are known as the "Utah Controll ed Substances Act Rules."

R156- 37-102. Definitions.

In addition to the definitions in Title 58, Chapters 1 and 37, as used in Title 58,
Chapters 1 and 37, or these rules:

(1) "DEA" neans the Drug Enforcenment Administration of the United States Departnent
of Justice.

(2) "NABP'" nmeans the National Association of Boards of Pharmacy.

(3) "Schedule Il controlled stinmulant" means any material, conpound, nixture or
preparation listed in Subsection 58-37-4(2)(b)(iii).

(4) "Unprofessional conduct", as defined in Title 58 is further defined in
accordance with Subsections 58-1-203(5) and 58-37-6(1)(a), in Section R156-37-502.

R156- 37-103. Purpose - Authority.
These rul es are adopted by the division under the authority of Subsections 58-1-
106(1) and 58-37-6(1)(a) to enable the division to adm nister Title 58, Chapter 37.

R156- 37-104. Organi zation - Relationship to Rule R156-1.
The organi zation of this rule and its relationship to Rule R156-1 is as described in
Section R156-1-107.

R156-37-301. License Classifications - Restrictions.

(1) Consistent with the provisions of law, the division nay issue a controlled
substance |icense to manufacture, produce, distribute, dispense, prescribe, obtain,
admi ni ster, analyze, or conduct research with controlled substances in Schedules I, 11,
I, IV, or Vto qualified persons. Licenses shall be issued to qualified persons in the
foll owi ng categories:

(a) pharnmacist;

(b) optonetrist;

(c) podiatric physician;

(d) dentist;

(e) osteopathic physician and surgeon;

(f) physician and surgeon;

(g) physician assistant;

(h) veterinarian;

(i) advanced practice registered nurse;

(j) certified nurse mdwfe;

( certified registered nurse anesthetist;
( pharmaceuti cal researcher

(m drug outlets located in the state of Uah |icensed as a:
(i) retail pharmacy;

(ii) hospital pharmacy;

(iii) institutional pharnmacy;

(iv) pharmaceutical manufacturer

(v) pharnmaceutical whol esal er/distributor
(vi) branch pharnmacy;

(vii) nuclear pharmacy; or

(viii) wveterinary pharmaceutical outlet;
(n) pharnmaceutical dog trainer

(o) pharnmaceutical teaching organization;
(p) analytical |aboratory;

(q) out-of-state mail order pharmacy;

(r) pharnmaceutical adm nistration facility;
(s) animal euthanasia agency; and



(t) Utah Departnent of Corrections for the conduct of execution by the
admi nistration of lethal injection under its statutory authority and in accordance with
its policies and procedures.

(2) A license may be restricted to the extent determ ned by the division, in
col l aboration with appropriate licensing boards, that a restriction is necessary to
protect the public health, safety or welfare, or the welfare of the licensee. A person
receiving a restricted license shall manufacture, produce, obtain, distribute, dispense,
prescribe, adm nister, analyze, or conduct research with controlled substances only to the
extent of the ternms and conditions under which the restricted license is issued by the
di vi si on.

R156-37-302. Qualifications for Licensure - Application Requirenents.

(1) An applicant for a controlled substance |icense shall

(a) submit an application in a formas prescribed by the division; and

(b) shall pay the required fee as established by the division under the provisions
of Section 63-38-3.2.

(2) Any person seeking a controlled substance |icense shall be currently |icensed
by the state in the appropriate professional license classification as listed in R156-37-
301 and shall maintain that |icense classification as current at all tinmes while holding a
control | ed substance |icense.

(3) The division and the reviewi ng board may request fromthe applicant infornmation
which is reasonabl e and necessary to permt an evaluation of the applicant's:

(a) qualifications to engage in practice with controlled substances; and

(b) the public interest in the issuance of a controlled substance |icense to the
applicant.

(4) To determine if an applicant is qualified for |icensure, the division my
assign the application to a qualified and appropriate licensing board for review and
recommendation to the division with respect to issuance of a license.

R156-37-303. Qualifications for Licensure - Site Inspections - |nvestigations.

The division shall have the right to conduct site inspections, review research
protocol, conduct interviews with persons know edgeabl e about the applicant, and conduct
any other investigation which is reasonable and necessary to deternm ne the applicant is of
good noral character and qualified to receive a controlled substance license.

R156-37-304. (Qualifications for Licensure - Exanm nations.

Each applicant for a controlled substance |icense shall be required to pass an
exam nation adm nistered at the direction of the division on the subject of controlled
subst ance | aws.

R156- 37-305. Exenption from Licensure - Animal Euthanasia and Law Enforcenent Personnel

In accordance with Subsection 58-37-6(2)(d), the follow ng persons are exenpt from
licensure under Title 58, Chapter 37:

(1) Individuals enployed by an agency of the State or any of its politica
subdi vi sions, who are specifically authorized in witing by the state agency or the
political subdivision to possess specified controlled substances in specified reasonable
and necessary quantities for the purpose of euthanasia upon animals, shall be exenpt from
having a controlled substance |license if the agency or jurisdiction enploying that
i ndi vi dual has obtained a controlled substance |icense, a DEA registration nunmber, and
uses the controll ed substances according to a witten protocol in performng ani nal
eut hanasi a.

(2) Law enforcenent agencies and their sworn personnel are exenpt fromthe
licensing requirenents of the Controlled Substance Act to the extent their official duties
require themto possess controll ed substances; they act within the scope of their
enforcenent responsibilities; they maintain accurate records of controlled substances
whi ch cone into their possession; and they nmaintain an effective audit trail. Nothing
herein shall authorize | aw enforcenent personnel to purchase or possess controlled



substances for administration to aninmals unless the purchase or possession is in
accordance with a duly issued controlled substance |icense.
R156- 37-401. G ounds for Denial of License - Disciplinary Proceedi ngs.

Grounds for refusing to issue a license to an applicant, for refusing to renew the
license of a |icensee, for revoking, suspending, restricting, or placing on probation the
license of a |icensee, for issuing a public or private reprimand to a |licensee, and for
i ssuing a cease and desist order shall be in accordance with Section 58-1-401

R156- 37-502. Unprof essi onal Conduct.

“Unprof essi onal conduct" includes:

(1) alicensee with authority to prescribe or adninister controlled substances:

(a) prescribing or adm nistering to hinself any Schedule Il or Il controlled
substance which is not lawfully prescribed by another |icensed practitioner having
authority to prescribe the drug;

(b) prescribing or adm nistering a controlled substance for a condition he is not
licensed or conpetent to treat;

(2) wviolating any federal or state lawrelating to controlled substances;

(3) failing to deliver to the division all controlled substance |icense
certificates issued by the division to the division upon an action which revokes, suspends
or limts the license;

(4) failing to maintain controls over controlled substances which woul d be
considered by a prudent practitioner to be effective against diversion, theft, or shortage
of controlled substances;

(5) being unable to account for shortages of controlled substances any controlled
substance inventory for which the |icensee has responsibility;

(6) knowi ngly prescribing, selling, giving away, or adninistering, directly or
indirectly, or offering to prescribe, sell, furnish, give away, or adm nister any
controll ed substance to a drug dependent person, as defined in Subsection 58-37-2(q),
except for legitimte nedical purposes as permtted by | aw,

(7) refusing to make available for inspection controlled substance stock
i nventory, and records as required under these rules or other |law regulating controlled
subst ances and control | ed substance records;

(8) failing to submit controlled substance prescription information to the database
manager after being notified in witing to do so.

R156- 37-601. Access to Records, Facilities and Inventory.

Applicants for licensure and all |icensees shall nmake avail able for inspection to
any person authorized to conduct an administrative inspection pursuant to Title 58,
Chapter 37, these rules or federal law, to the extent they exist, during regular business
hours and at other reasonable tines in the event of an emergency, their controlled
substance stock or inventory, records required under the Uah Controll ed Substances Act
and these rules or under the Federal controlled substance laws, and facilities related to
activities involving controll ed substances.

R156- 37-602. Records.

(1) Records of purchase, distribution, dispensing, prescribing, and adm nistration
of controlled substances shall be kept according to state and federal |aw. Prescribing
practitioners shall keep accurate records reflecting the exam nation, evaluation and
treatment of all patients. Patient nedical records shall accurately reflect the
prescription or admnistration of controlled substances in the treatnent of the patient,
the purpose for which the controlled substance is utilized and information upon which the
di agnosis is based. Practitioners shall keep records apart from patient records of each
control |l ed substance purchased, and with respect to each controll ed substance, its
di sposition, whether by adm nistration or any other neans, date of disposition, to whom
given and the quantity given.

(2) Any licensee who experiences any shortage or theft of controlled substances
shall imediately file the appropriate forms with the Drug Enforcenment Adm nistration,



with a copy to the division directed to the attention of the Investigation Bureau. He
shall also report the incident to the local |aw enforcenment agency.

(3) Al records required by federal and state |aws or rules nmust be nmintai ned by
the licensee for a period of five years. |If a licensee should sell or transfer ownership
of his files in anyway, those files shall be maintained separately from other records of
t he new owner.

(4) Prescription records nay be maintained electronically so |ong as:

(a) the original of each prescription, including telephone prescriptions, is
mai ntai ned in a physical file and contains all of the information required by federal and
state | aw;, and

(b) there is a physical printout of the controlled substances di spensed each day
that details the prescription nunber, the quantity of each drug di spensed, the prescribing
practitioner and the dispensing pharmaci st. Each pharmaci st that is docunented on the
printout as having dispensed a controlled substance shall sign his nane to the printout,
attesting to the accuracy of the data detailed, or shall make appropriate changes and then
sign his nane.

(5) Al records relating to Schedule Il controll ed substances received, purchased,
admi ni stered or dispensed by the practitioner shall be nmintained separately from al
ot her records of the pharmacy or practice.

(6) Al records relating to Schedules Ill, 1V and V controll ed substances received,
pur chased, adm nistered or di spensed by the practitioner shall be maintained separately
fromall other records of the pharmacy or practice.

R156- 37-603. Restrictions Upon the Prescription, Dispensing and Admi nistration of
Control | ed Substances.

(1) A practitioner may prescribe or adm nister the Schedule Il controlled substance
cocai ne hydrochloride only as a topical anesthetic for nucous nmenbranes in surgica
situations in which it is properly indicated and as |ocal anesthetic for the repair of
facial and pediatric |lacerations when the controlled substance is nixed and di spensed by a
regi stered pharmacist in the proper formnulation and dosage.

(2) A practitioner shall not prescribe or adm nister a controlled substance without
taking into account the drug's potential for abuse, the possibility the drug my lead to
dependence, the possibility the patient will obtain the drug for a nontherapeutic use or
to distribute to others, and the possibility of an illicit market for the drug.

(3) Wien witing a prescription for a controlled substance, each prescription shal
contain only one controlled substance per prescription formand no other |egend drug or
prescription itemshall be included on that form

(4) A prescription for a Schedule Il controlled substance shall not be witten for
a quantity greater than nedically necessary and in no case in quantities greater than a 30
day supply.

(5) |If a practitioner fails to docunent his intentions relative to refills of
controll ed substances in Schedules |1l through V on a prescription form it shall nmean no
refills are authorized. No refill is permitted on a prescription for a Schedul e |
control | ed substance

(6) Refills of controlled substance prescriptions shall be pernmtted for the period
fromthe original date of the prescription as foll ows:

(a) Schedules Il and IV for six nonths fromthe original date of the prescription;
and

(b) Schedule V for one year fromthe original date of the prescription.

(7) No refill may be dispensed until such tine has passed since the date of the
| ast di spensing that 80% of the nedication in the previous dispensing should have been
consuned if taken according to the prescriber's instruction.

(8) No prescription for a controlled substance shall be issued or di spensed without
specific instructions fromthe prescriber on how and when the drug is to be used.

(9) Refills after expiration of the original prescription termrequires the
i ssuance of a new prescription by the prescribing practitioner

(10) Each prescription for a controlled substance and the nunber of refills



aut hori zed shall be docunented in the patient records by the prescribing practitioner

(11) A practitioner shall not prescribe or administer a Schedule Il controlled
stimul ant for any purpose except:

(a) the treatnment of narcol epsy as confirnmed by neurol ogi cal eval uation

(b) the treatnment of abnormal behavioral syndronme, attention deficit disorder
hyper ki neti ¢ syndrone, or rel ated disorders;

(c) the treatnment of drug-induced brain dysfunction;

(d) the differential diagnostic psychiatric evaluation of depression;

(e) the treatnment of depression shown to be refractory to other therapeutic
nodal i ti es, including pharmacol ogi c approaches, such as tricyclic antidepressants or MAO
i nhibitors;

(f) in the termnal stages of disease, as adjunctive therapy in the treatnent of
chronic severe pain or chronic severe pain acconpani ed by depression

(g) the clinical investigation of the effects of the drugs, in which case the
practitioner shall submit to the division a witten investigative protocol for its review
and approval before the investigation has begun. The investigation shall be conducted in
strict conpliance with the investigative protocol, and the practitioner shall, within 60
days followi ng the conclusion of the investigation, subnit to the division a witten
report detailing the findings and concl usions of the investigation; or

(h) in treatment of depression associated with nedical illness after due
consi deration of other therapeutic nodalities.
(12) A practitioner nmay prescribe, dispense or adm nister a Schedule Il controlled

stimul ant when properly indicated for any purpose listed in Subsection (11), provided that
all of the followi ng conditions are net:

(a) before initiating treatnent utilizing a Schedule Il controlled stinmulant, the
practitioner obtains an appropriate history and physical exam nation, and rules out the
exi stence of any recogni zed contraindications to the use of the controlled substance to be
utilized;

(b) the practitioner shall not prescribe, dispense or administer any Schedul e |
controll ed stimul ant when he knows or has reason to believe that a recognized
contraindication to its use exists;

(c) the practitioner shall not prescribe, dispense or administer any Schedul e |
controlled stimulant in the treatment of a patient who he knows or should knowis
pregnant; and

(d) the practitioner shall not initiate or shall discontinue prescribing,

di spensing or adm nistering all Schedule Il controlled stinmulants i mediately upon
ascertaining or having reason to believe that the patient has consumed or disposed of any
controlled stimulant other than in conpliance with the treating practitioner's directions.

R156- 37-604. Prescribing of Controlled Substances for Wi ght Reduction or Control

(1) A practitioner shall not prescribe, dispense or administer a Schedule Il or
Schedule 111 controlled substance for purposes of weight reduction or control

(2) A prescribing practitioner nay prescribe or adm nister a Schedule IV controlled
substance in treating excessive weight |eading to increased health risks only when all the
foll owing conditions are net:

(a) nedication is used only as an adjunct to a conprehensive wei ght | oss program
based on suppl enental weight |oss activities including, but not limted to, changing
lifestyle counseling, nutritional education, and a regul ar, individualized exercise
regi men;

(b) prior toinitiating treatnent the prescribing practitioner shall

(i) determ ne through thorough review of past nedical records that the patient has
made a substantial good-faith effort to | ose weight in a conprehensive wei ght | oss program
wi t hout the use of controlled substances, and the previous regi nen has not been effective;

(ii) obtain a conmplete history, performa conplete physical exam nation of the
patient, and rule out the existence of any recogni zed contraindications to the use of the
medi cati on(s);

(iii) determ ne and docunent this assessnent in the patient's nedical record, that



the health benefit to the patient greatly outweighs the possible risks of the medications
prescribed; and

(iv) discuss with the patient the possible risks associated with the nedication and
have on record an informed consent which clearly docunents that the long termeffects of
usi ng controll ed substances for weight |oss or weight control are not known;

(c) throughout the prescribing period, the prescribing practitioner shall

(i) supervise, oversee, and regularly nmonitor the patient, including his
participation in supplenental weight |oss activities, efficacy of the medication, and
advisability of continuing to prescribe the weight |oss or weight control nedication; and

(ii) mintain a central nedical record, containing at |east, the goal of treatnent
or target weight, the ongoing progress toward that goal or nmintenance of the weight |oss,
the patient's supplenental weight |oss activities with docunentation of conpliance with
t he conprehensive wei ght |oss program and

(d) the prescribing practitioner shall imrediately discontinue the weight |oss
nmedi cation in any of the follow ng situations:

(i) the practitioner knows or should know that the patient is pregnant;

(ii) the patient has consunmed or disposed of any controlled substance other than in
conpliance with the prescribing practitioner's directions;

(iii) the patient is abusing the controlled substance being prescribed for weight
| oss;

(iv) the patient devel ops a contraindication during the course of therapy; or

(v) the nedication is not effective or that the patient is not abiding with and
following through with the agreed upon conprehensive wei ght | oss program

R156- 37- 605. Energency Verbal Prescription of Schedule Il Controlled Substances.

(1) Prescribing practitioners may give a verbal prescription for a Schedul e |
control | ed substance if:

(a) the quantity dispensed is only sufficient to cover the patient for the
enmergency period, not to exceed 72 hours;

(b) the prescribing practitioner has exam ned the patient within the past 30 days,
the patient is under the continuing care of the prescribing practitioner for a chronic
di sease or ailnment, or the prescribing practitioner is covering for another practitioner
and has know edge of the patient's condition; and

(c) a witten prescription is delivered to the pharnmacist within seven working days
of the verbal order

(2) A pharmacist may fill an enmergency verbal or telephonic prescription froma
prescribing practitioner for a Schedule Il controlled substance if:

(a) the amobunt does not exceed a 72 hour supply; and

(b) the filling pharmaci st reasonably believes that the prescribing practitioner is

licensed to prescribe the controlled substances or makes a reasonable effort to determ ne
that he is |icensed.

R156- 37-606. Disposal of Controlled Substances.

(1) Any disposal of controlled substances by |licensees shall

(a) be consistent with the provisions of 1307.21 of the Code of Federa
Regul ati ons; or

(b) require the authorization of the division after submi ssion to the division to
the attention of Chief Investigator of a detailed listing of the controlled substances and
the quantity of each. Disposal shall be conducted in the presence of one of its
i nvestigators or a division authorized agent as is specifically instructed by the division
inits witten authorization

(2) Records of disposal of controlled substances shall be maintai ned and nade
avail abl e on request to the division or its agents for inspection for a period of five
years.

R156- 37-607. Surrender of Suspended or Revoked License.
(1) Licenses which have been restricted, suspended or revoked shall be surrendered



to the division within 30 days of the effective date of the order of restriction
suspensi on or revocation. Conpliance with this section will be a consideration in
eval uating applications for relicensing.

R156- 37-608. Herbal Products.

The division shall not apply the provisions of the Controlled Substance Act or these
rules in restricting citizens or practitioners, regardless of their license status, from
the sale or use of food or herbal products that are not schedul ed as control |l ed substances
by State or Federal |aw.

R156- 37-609. Control |l ed Substance Database - Procedure and Format for Submission to the
Dat abase.

(1) In accordance with Subsections 58-37-7.5(6)(a), the format in which the
i nformati on required under Section 58-37-7.5 shall be submitted to the admi ni strator of
t he dat abase is:

(a) electronic data via tel ephone nodem

(b) electronic data stored on floppy disk; or

(c) electronic data sent via electronic mail (e-nmmil) if encrypted and approved by
t he dat abase manager.

(2) The required information nay be submitted on paper, if the pharmacy or pharnacy
group subnits a witten request to the division and receives prior approval.

(3) The division will consider the following in granting the request:

(a) the pharmacy or pharmacy group has no conputerized record keepi ng system upon
whi ch the data can be electronically recorded; or

(b) the pharmacy or pharmacy group is unable to conformits subm ssions to the
format required by the database administrator without incurring undue financial hardship

(4) Each pharmacy or pharnmacy group may submit the data either weekly, bi-weekly,
or nonthly. Any pharmacy which does not declare its intention for tinmely subm ssion of
data will be presuned to have chosen nonthly subm ssion.

(5) The format for submission to the database shall be in accordance with uniform
formatti ng devel oped by the Anerican Society for Automation in Pharmacy system (ASAP).
The division may approve alternative formats or adjustnents to be consistent with database
collection instruments and contain all necessary data el enents.

(6) The pharmaci st-in-charge of each reporting pharmacy shall submt a report on a
form approved by the division including:

(a) the pharnmacy nane;

(b) NABP numnber;

(c) the period of tinme covered by each subm ssion of data;

(d) the nunber of prescriptions in the subm ssion;

(e) the submitting pharmacist's signature attesting to the accuracy of the report;
and

(f) the date the submi ssion was prepared.

R156- 37-610. Controlled Substance Database - Linmitations on Access to Database
Information - Standards and Procedures for ldentifying Individuals Requesting Information

(1) In accordance with Subsections 58-37-7.5(8)(a) and (b), the division director
shall designate in witing those individuals within the division who shall have access to
the information in the database.

(2) Personnel fromfederal, state or l|ocal |aw enforcenent agencies may obtain
informati on fromthe database if the infornation relates to a current investigation being
conducted by such agency. The manager of the database nay al so provide information from
t he database to such agencies on his own volition when the informati on may reasonably
constitute a basis for investigation relative to violation of state or federal |aw

(3) In accordance with Subsection 58-37-7.5(7)(b), persons may request information
fromthe database either orally or in witing.

(4) The manager of the database may rel ease information upon oral request only if
the identity of the person is verified. ldentity of a practitioner may be nmade by use of



a DEA nunber or other verifiable, confidential nunbers provided by the division or other
government agencies to practitioners.

(5) Any individual may request information in the database relating to that
i ndi vidual's receipt of controlled substances. Upon request for database information on
an individual who is the recipient of a controlled substance prescription entered in the
dat abase, the manager of the database shall make avail abl e dat abase i nfornmation
exclusively relating to that particular individual under the following limitations and
condi tions:

(a) The requestor seeking database information personally appears before the
manager of the database, or a designee, with picture identification confirmng his
identity as the sanme person on whom dat abase information is sought.

(b) The requestor seeking database information subnits a signed and notari zed
request executed under the penalty of perjury verifying his identity as the sane person on
whom dat abase i nformation is sought, and providing their full name, home and busi ness
address, date of birth, and social security numnber.

(c) The requestor seeking database information presents a power of attorney over
t he person on whom dat abase i nformation is sought and further conplies with the foll ow ng:

(i) submits a signed and notarized request executed by the requestor under the
penalty of perjury verifying that the grantor of the power of attorney is the sane person
on whom dat abase i nformation is sought, including the grantor's full nanme, address, date
of birth, and social security nunber; and

(ii) personally appears before the manager of the database with picture
identification to verify personal identity, or otherw se submits a signed and notarized
st at ement executed by the requestor under the penalty of perjury verifying his identity as
that of the person holding the power of attorney.

(d) The requestor seeking database information presents verification that he is the
| egal guardi an of an incapacitated person on whom dat abase infornmation is sought and
further conplies with the foll ow ng:

(i) submits a signed and notarized request executed by the requestor under the
penalty of perjury verifying that the incapacitated ward of the guardian is the sane
person on whom dat abase information is sought, including the ward's full name, address,
date of birth, and social security nunber; and

(ii) personally appears before the manager of the database with picture
identification to verify personal identity, or otherw se submits a signed and notarized
statement executed by the requestor under the penalty of perjury verifying his identity as
that of the |egal guardian of the incapacitated person

(e) The requestor seeking database information shall present a rel ease-of-records
statement from the person on whom database information is sought and further conplies with
the foll ow ng:

(i) submits a verification fromthe person on whom database i nformation is sought
consistent with the requirenents set forth in paragraph (5)(b);

(ii) subnmits a signed and notarized rel ease of records statenent executed by the
person on whom dat abase information is sought authorizing the manager of the database to
rel ease the rel evant database information to the requestor; and

(iii) personally appears before the manager of the database with picture
identification to verify personal identity, or otherw se submits a signed and notarized
statement executed by the requestor under the penalty of perjury verifying his identity as
that of the requestor identified in the release of records;

(6) Before data is released upon oral request, a witten request nay be required
and received.

(7) Database information nay be dissenminated either orally, by facsimle or by U.S.

mai | .
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